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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on October 
17, 2006 has been entered. 

Amendment Entry 

2. The amendment filed October 17, 2006 has been entered. Claims 6-1 0, 1 2-1 9 
and 25-28 have been withdrawn. Claims 1-5, 20-24 and 31-32 have been cancelled. 
Claims 33-36 have been newly added. Thus, claims 1 1 , 29-30 and 33-36 are under 
consideration in this office action. 

Withdrawal of Objections and Rejections 

3. The following objections and rejections have been withdrawn in view of 
applicants' amendments and arguments: 

a) The rejection of claims 1 1 and 29-32 under 35 U.S.C. 112, second paragraph: 

and 
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b) The rejection of claims 1 1 and 29-32 under 35 U.S.C. 103(a) as being 
unpatentable over Shih et al., (US Patent 4,026,767 published May 31 , 1977) in view of 
Harlow and Lane (1986); 

Response to Arguments 

4. Applicant's arguments with respect to claims 1 1 and 29-30 have been considered 
but are moot in view of the new ground(s) of rejection. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1 1 , 29-30 and 33-36 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection. 

Neither the specification nor originally presented claims provides support for a 
method for detecting 10,000 cfu/ml or less of microorganisms comprising a method that 
is performed in less than eight hours. Applicant did not point to support in the 
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specification for the method being performed in less than eight hours. Applicants point 
to pages 6-9 for support, however page 7 states that 

After an incubation period which may be from minutes to hours 
to days, and is preferably less than about twenty four hours, less 
than about eight hours, less than about two hours, and more 
preferably less than about thirty minutes, microorganisms are digested 
in a manner to produce cell fragments with the viability marker adsorbed to the 
surfaces of the cellular debris. 
Thus, the specification teaches that the incubation is less than eight hours. There is no 
teaching that the entire method is performed in less than eight hours. Thus, there 
appears to be no teaching of the instantly recited method. Therefore, it appears that 
there is no support in the specification. Applicants must specifically point to page and 
line number support for the identity of a method for detecting 10,000 cfu/ml or less of 
microorganisms comprising a method that is performed in less than eight hours. 
Therefore, the amended claims incorporate new matter and are accordingly rejected. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. Claims 1 1 , 29-30 and 33-36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shih et al.,( US Patent 4,026,767 dated May 31 , 1977) in view of 
Litman et al., (US Patent 4,379,925 dated February 22, 1983). 

The claims are drawn to a method for detecting 10,000 cfu/ml or less of 
microorganisms comprising: incubating the microorganisms with a nutrient medium 
containing a predetermined amount of a viability substrate, wherein metabolism of said 
viability substrate by the microorganisms produces a viability marker; digesting the 
microorganism; incubating the digested microorganisms with a primary antibody specific 
for the viability marker; conjugating the primary antibody to a reporter molecule to form 
a reporter-primary antibody complex; detecting reporter molecules that form reporter- 
primary antibody complex and determining the amount microorganisms from the 
reporter-primary antibody complexes detected, wherein the microorganisms are 
bacteria and the method is performed in less than eight hours. The dependant claims 
are drawn to time periods, reporter molecules, sample types and the microorganisms. 

Shih et al., teach a method for indicating the presence of microorganisms in 
blood or other fluids comprising introducing the material to be tested into a nutrient 
medium containing a ditetrazolium chloride which converts to detectable blue color 
component in response to dehydrogenase reduction which takes place when 
microorganisms are present, incubating the said nutrient medium for a short period of 
time, and then examining the incubated product whereby a blue coloration is indicative 
of the presence of microorganisms in the sample (see abstract). Examples 1 and 2 
teach the culture nutrient medium (col. 3, lines 64-66). Components of the nutrient 
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medium trigger the enzymatic reduction of the bacteria, just as required by the claims 
(col. 4, lines 3-15). The necessary metabolites can be present in the nutrient medium 
prior to exposing the composition to a blood sample (col. 4, lines 16-20). The test can 
also be performed in substances other than blood (col. 5, lines 11-13). Thus the art 
teaches the instantly claimed sample type. Thus the development of the blue color is 
indicative of the presence of microorganisms (col. 5, lines 3-6). Therefore Shih et al., 
teach a simple and effective test which can be carried out quickly and efficiently and it is 
understood that changes may be made in the details of the operations without departing 
from the spirit of the invention (col. 5, lines 25-32). However Shih et al., do not teach the 
conjugation of primary antibodies with reporter molecules and their detection. 

Litman et al., methods for performing protein binding assays involving 
homologous pairs consisting of a ligand and receptor (see abstract). Litman et al., 
teaches that a main consideration for using immunoassays is their sensitivity (col. 2, 
lines 36-38). Litman et al., teaches that a receptor can be an antibody and one member 
of the pair is bound to a label capable of providing a detectable signal (col. 1 , lines 15- 
19). Generally, useful heterogeneous labels include radiolabels, enzymes and 
fluorescent molecules (col. 2, lines 34-36). Litman et al., use physiological fluid 
samples and particles in the assays (col. 3, lines 33-37). Ligands can be any organic 
compound for which a receptor exists (col. 5, lines 30-32) while a receptor or anti-ligand 
can be any compound or composition capable of recognizing the ligand molecule or 
epitopic site. Thereby teaching the binding of the, for instance the viability marker. 
Receptors can bind proteins, enzymes and the like (col. 20-24). Thus enzymes, (like the 
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viability marker) may be part of a signal producing system may be involved as 
conjugates where they interact with a product or a signal label (col. 24, lines 35-45). 
Signal producing systems can have components being conjugated to a specific binding 
pair and then be detected (col. 6 lines 5-30). Litman et al., also defines labels, binding 
pair label, and labeled receptors (col. 6 lines 25-65). Table 1 illustrates different binding 
pair complexes and means by which a signal producing systems and reagents can be 
combined. For instance, the antibody specifically binds the enzyme (viability marker) 
and then be conjugated to a particle (see Table 1 ). Thereby teach the reporter-antibody 
complexes, just as required by the claims. 

Therefore, it would have been prima facie obvious at the time of applicants' 
invention to modify the detection of the viability marker as taught by Shih et al., to 
instead include detection using an antibody. Moreover, one of ordinary skill in the art 
would have had a reasonable expectation of success, since the modified method taught 
by Shih et al., would generate more sensitive immunoassays. Furthermore, one of 
ordinary skill in the art would have a reasonable expectation of success because one of 
ordinary skill in the art would have been motivated to make such changes in method 
since it is well known in the art of immunoassays to use antibodies specific and 
sensitive within the colorimetric assays taught by Shih et al. 



Conclusion 



7. No claims allowed. 
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8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Jeffery Siew, can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Ja-Na HinescyS^ 
December 2©;2006 




